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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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DETAILED ACTION 

Applicants' arguments, filed July 22, 2009, have been fully considered. 
Rejections and/or objections not reiterated from previous office actions are hereby 
withdrawn. The following rejections and/or objections are either reiterated or newly 
applied. They constitute the complete set presently being applied to the instant 
application. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 

Claim Rejections - 35 USC § 103 - Obviousness (Previous Rejections) 

1) Claims 12, 14-18, 20 and 21 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lee et al. (Obesity Research 1998) in view of Chaput et al. 
(Biochemical and Biophysical Research Communications 2000). 

Applicant's Arguments 

Applicant asserts the combination of fenofibrate and metformin exhibit synergistic 
effects. Applicant argues Chaput et al. disclose fenofibrate reduces body weight gain in 
the Zucker rats but have no significant effect on body weight gain in db/db mice. The 
weight loss is dependent on the animal model employed. The claimed methods of 
treating obesity are not an obvious combination of two active ingredients disclosed in 
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the art to treat obesity. Lee et al. and Chaput et al. do not teach that metformin and 
fenofibrate are useful for the same purpose. Accordingly the cited prior art does not 
disclose that both metformin and fenofibrate are individually useful for treating obesity, 
thus, it is not prima facie obvious to combine metformin and fenofibrate to treat obesity. 

Examiner's Response 

In regards to the "synergistic effects", see Examiner's previous response to the 
Declaration submitted by Jean-Louis Junien mailed February 23, 2009. The Examiner 
disagrees with Applicant's arguments and submits that Chaput et al. disclose fenofibrate 
reduces body weight in Zucker rats, which are known animal models for the treatment of 
diabetes (pages 445, col. 2, paragraph 4). Metformin is disclosed to induce weight loss 
in patients with diabetes. Thus the references do teach each of metformin and 
fenofibrate are useful for the same purpose of inducing weight loss in diabetic patients. 
Thus it is prima facie obvious to combine metformin and fenofibrate to treat obesity, 
especially in diabetic patients. 

2) Claims 12, 14-18, 20 and 21 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bonhomme et al. (US 6,372,790) in view of Lee et al. (Obesity 
Research 1998) and Chaput et al. (Biochemical and Biophysical Research 
Communications 2000). 
Applicant's Arguments 
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Applicant argues Bonhomme et al. discloses treating type II non-insulin- 
dependent diabetes and not obesity. Chaput et al. disclose fenofibrate reduces body 
weight gain in the Zucker rats but have no significant effect on body weight gain in 
db/db mice. One would not look to Bonhomme et al. to arrive at the present invention 
because Bonhomme et al. disclose the treatment of non-insulin dependent diabetes and 
not obesity. Obesity and diabetes are distinct conditions and require different and 
specific treatments. Bonhomme is non-analogous art. Further there is not expectation 
of success using the compositions of Bonhomme et al. in the presently claimed 
methods of treating obesity because Bonhomme et al. treats diabetes. 

Examiner's Response 

Although the diseases are distinct conditions, one of skill in the art would 
recognize that both fenofibrate and metformin contribute to the weight loss of subjects 
with diabetes and would reasonably expect that the compositions of Bonhomme et al. 
would be effective for treating weight loss in individuals with diabetes, as well as 
diabetes, because the two active agents comprised therein induce weight loss. Further, 
as disclosed by Chaput et al., Zucker rats are used as animal models for diabetes, 
which gives further motivation as to why one of ordinary skill in the art would be 
motivated to use the compositions of Bonhomme et al. to treat obesity, especially in 
those patients having diabetes. Thus, it is prima facie obvious to treat obesity in diabetic 
patients with the compositions of Bonhomme et al. with reasonable expectation of 
success. 
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In regard to Bonhomme et al. being non-analogous art, Lee et al. disclose 
diabetes and weight loss and how metformin is used to induce weight loss in patients 
with diabetes. Bonhomme et al. disclose using metformin to treat diabetes, thus, making 
Bonhomme et al. analogous art to Lee et al. 



Claims 12, 14-18, 20 and 21 are rejected. 
No claims are allowed. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LEZAH W. ROBERTS whose telephone number is 
(571 )272-1 071 . The examiner can normally be reached on 8:30 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick F. Krass can be reached on 571-272-0580. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Lezah W Roberts/ 
Examiner, Art Unit 1612 



/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



